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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION
A. NADA No.: 141-002
B. Sponsor: Boehringer Ingelheim Vetmedica, Inc.

2621 North Belt Highway
St. Joseph, MO 64506-2002

C. Generic Name: Oxytetracycline hydrochloride
D. Trade Name: Oxy 500 Calf Bolus & Oxy 1000 Calf Bolus
E. Marketing Status: OTC

2. INDICATIONS FOR USE

Oxy (oxytetracycline hydrochloride) Calf Boluses are indicated for the control and
treatment of the following diseases of beef and dairy calves caused by organisms
sensitive to oxytetracycline: bacterial enteritis caused by Salmonella typhimurium and
Escherichia coli (colibacillosis); bacterial pneumonia (shipping fever complex,
pasteurellosis) caused by Pasteurella multocida.

3. DOSAGE

For the contro! of bacterial enteritis and bacterial pneumonia in beef and dairy calves:
administer orally 250 mg oxytetracycline hydrochloride per 100 1b of body weight
every 12 hours (5 mg/lb of body weight daily in divided doses) for up to four
consecutive days.

For the treatment of bacterial enteritis and bacterial pneumonia in beef and dairy
calves: administer orally 500 mg oxytetracycline hydrochloride per 100 1b of body
weight every 12 hours (10 mg/lb of body weight daily in divided doses) for up to four
consecutive days.

Dosage should continue until the animal returns to normal and 24 to 48 hours after
symptoms have subsided. Treatment should not exceed four consecutive days.



N-141002-E-0013
Page 3

4. EFFECTIVENESS

The bioequivalency study and residue data were reviewed under the 1985
Bioequivalency Guideline and generated prior to the 1988 implementation of the
Generic Animal Drug and Patent Restoration Act and was designated the DESI “me-
too” status for approval purposes.

Effectiveness of the proposed Boehringer Ingelheim Vetmedica, Inc. (BIVI) products,
Oxy (oxytetracycline hydrochloride) Calf Boluses, was established via a two-way
blood level crossover study which demonstrated in vivo bioequivalency with the
pioneer drug product.

Relative Bioavailability Study: A blood level study was conducted at Fermenta
Animal Health Research Center in Fort Collins under an INAD exemption to
establish the relative bioavailability of BIVI’s Oxy (oxytetracycline hydrochloride)
Calf Boluses compared to the pioneer’s tablets when given to nonruminating calves.

The study was a two-way crossover design using thirty-six healthy calves weighing
approximately 70 to 100 pounds (less than one week of age). The study was
conducted in three replicates with six animals randomly assigned to each group in
each replicate. Animals in Groups I, III (Rep 2) and III (Rep 3) were administered a
single oral dose of BIVI’s Oxy (oxytetracycline hydrochloride) Calf Bolus, 500 mg,
at the rate of 10 mg of oxytetracycline hydrochloride per pound of body weight (one
bolus per 50 pounds body weight). Animals in Groups II, IV (Rep 2) and IV (Rep 3)
were administered a single oral dose of pioneer’s tablets, 250 mg, at the rate of 10 mg
of oxytetracycline hydrochloride per pound of body weight (one tablet per 25 pounds
body weight). Calves were given one quart of warm water before and after dosing.

After a seven day washout period, the procedure was repeated with Groups I, III
(Rep2) and III (Rep 3) receiving pioneer’s product and Groups II, IV (Rep 2) and IV
(Rep 3) receiving BIVI’s product.

Venous blood samplers were collected from each animal immediately prior to
treatment and at 1, 2, 3, 4, 6, 9, 12, 18, 24, 36, 48, 60 and 72 hours post-treatment.

The BIVI Oxy (oxytetracycline hydrochloride) Calf Bolus, 500 mg, and the pioneer
tablet, 250 mg, had areas-under-the-curve (AUCs) of 106.52 and 120.98 ppm-hr,
respectively. This represents an 11.95% difference in AUC.

The peak serum levels (Cmax) of BIVI Oxy (oxytetracycline hydrochloride) Calf
Bolus and the pioneer tablet were 5.32 and 5.62 pg/mL, respectively. This represents
an observed difference of 5.34%.
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BIVI Oxy (oxytetracycline hydrochloride) Calf Bolus and the pioneer tablet had time-
to-peak levels (Tmax) of 6.74 and 7.74 hours, respectively. This represents an
observed difference of 12.92%.

The observed differences are within the an expected range considering the dosage
regimen and the varying metabolism and activity rate of individual animals. The
discriminating power to detect significant differences in the AUC and Cmax were
near 25% and are not unexpectedly high considering that young calves are very
fragile at this age and represent a large animal-to-animal variation compared to more
mature test animals. The discriminating power for the Tmax data is an unexpected
result due largely to biological variability in newborn calves.

Consequently, BIVI’s Oxy (oxytetracycline hydrochloride) Calf Boluses are
considered equivalent to pioneer’s approved tablets.

S. ANIMAL SAFETY

The re-evaluation of animal safety for approval of the proposed product is not
required as the BIVI’s Oxy (oxytetracycline hydrochloride) Calf Boluses labeling will
bear the same indications for use, route of administration, recommended dosages and
limitations as the approved drug product.

6. HUMAN FOOD SAFETY

Withdrawal time: Twenty healthy ruminating calves, ranging in weight from 175 to
285 pounds, were randomly assigned to each of five slaughter groups. Each group
contained two males and two females. Calves were dosed twice daily at 12-hour
intervals for four days at a rate of 5 mg. oxytetracycline hydrochloride per pound
body weight. Two calves served as untreated controls. Treated calves were
slaughtered at 12, 24, 72, 120 and 168 hours. Samples of perirenal fat, skeletal
muscle, both kidneys and the liver were collected for residue analysis.
Oxytetracycline concentrations in the tissues were determined using a modification of
the regulatory microbiological assay.

Oxytetracycline Concentration (ppm) in Tissues

Time (hrs) Liver Kidney Muscle Fat
12 1.13+0.18 1.51+0.38 * *
24 0.69+0.11 1.02+0.17 * *
72 0.23+0.00 0.32+0.07 * *
120 * * * *
168 * * * *

* = below level of quantification (LOQ)
LOQ: 0.176 ppm (liver); 0.255 ppm (kidney);
0.238 ppm (muscle); 0.129 ppm (fat)
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The withdrawal period was calculated on the basis of residues of oxytetracycline
using a 99% tolerance limit with 95% confidence. Using the statistical tolerance limit
algorithm, and in accordance with the revised tolerances (61FR 67453) codified under
21 CFR 556.600, (12 ppm in kidney), there is no pre-slaughter withdrawal period
when used at the recommended dosage levels.

Regulatory Method for Residues: The analytical method for the detection of
residues in tissues is the cylinder plate microbiological method using Bacillus cereus
var. mycoides (ATCC 11778), as outlined in “Antibiotic Residues in Milk, Dairy
Products and Animal Tissues: Methods, Reports and Protocols,” October 1968,
National Center for Antibiotic and Insulin Analysis, FDA, Washington, DC 20204.

7. AGENCY CONCLUSIONS

The data submitted in support of this NADA satisfy the requirements of section 512
of the Act and demonstrate that OXY Calf Bolus (500 & 1000 mg) when used under
its proposed conditions of use is safe and effective for its labeled indications.

The sponsor submitted bioequivalency data for nonruminating calves which
demonstrated biological equivalence to the approved pioneer product. For human
food safety considerations, the firm submitted a tissue residue study in ruminating
calves. The withdrawal period was calculated on the basis of residues of
oxytetracycline using a 99% tolerance limit with 95% confidence. Using the
statistical tolerance limit algorithm, and in accordance with the revised tolerances
(61FR 67453) codified under 21 CFR 556.600, (12 ppm in kidney), there is no pre-
slaughter withdrawal period when used at the recommended dosage levels. This is a
DESI “me-too” approval and in this case the withdrawal period is based on residue
data submitted.

Oxytetracycline Boluses are marketed as an over-the-counter product. Over-the-
counter oxytetracycline products are currently on the market for use in food animals.
Adequate directions for use have been written for the layman, and the conditions for
use prescribed on labeling are likely to be followed in practice. Therefore, the Center
for Veterinary Medicine (CVM) has concluded that this product be granted over-the -
counter marketing status.

This approval does not qualify for an exclusivity period under any of the provisions
of section 512 (c)(2)(F)(ii) of the Federal Food, Drug, and Cosmetic Act, as amended
by the Generic Animal Drug and Patent Term Restoration Act of 1988. This
application does not contain substantial evidence if the effectiveness of the drug
involved any studies of animal safety, or in the case of food producing animals,
human food safety studies (other than bioequivalence or residue studies) required for
the approval and conducted or sponsored by the applicant.
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8. APPROVED PRODUCT LABELING (Attached)

OXY 500 CALF BOLUSES
25’s, 50’s, 100’s and Package Insert

OXY 1000 CALF BOLUSES
25’s. 50’s, 100’s and Package Insert

cc: HFV-199 NADA Orig. N141002 E 0013
HFV-2  (Special Mailing List)
HFV-12 (FOI Staff)
HFV-102 (GADQC Reserve Copy)
HFV-102 Green Book (Turner)
HFA-305 (Dockets Management Branch)
HFR-SW350 KAN-DO
D.McRae/imc

ec: CVM Records\ONADE\N141002\E0013FOI.SUM
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Description: Oxy 500 Caif Bolus bs an oral formutation containing
Oxytetracycline, a biaad-specirum antiblotic thal possesses a
bhigh order of stability and potent antimiciobiat acrivity, for use
beef and dairy caives.
Indications: Oxy 500 Calf Bolus Is recommended for osat
administration for the contral and Lreatment of the folowing
diseases of beef and dairy caives caused by organisms sensitive
1o axyteuacycline: bacterial enteritis causad by Solmonelio
i and i bacterial

paeumonia (shipping fever complex, pastausatiosis) caused by
Pasteurella mukocido.
Dosage Levais: For \he contiol of bacierial entetitis and bacterial
pneumonta in basf and dairy calves: administer orally half a bolus
1250 mg oxytetsacychne hydrochloride) per 100 I of body weight
@very 12 houts (S mg/ib body weight I divided doses) for up 1o
four consecutive days.
Fos the treatment of hacterial enteritis snd bacteriai pneumonia
§n beef and dairy calves: administer oiatly one bolus (S00 mg
oKytetiacycline hydsachioride) par 100 ib of bady welght every
12 houts (10 mg/it body welght In divided doses) for up to four
consecutive days.
Dosage shouid continue unth the animai tetuns to normal and
100 24 to 48 houts after symptoms have subsided. Traatment
should not sxcead Jour consecutive days.

Waming: There is no pre-staughiar withdrawal pedod

when usad at the recommended dasage level. Not for

A

periodhas not

been established for this product in pre-fuminaling
catves. Do not use In calves ta be processed for veal.
Exceeding the dosage level of one
balus (SO0 mg oxytetracycline hydrochioride) per 100 b body

|
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Oxy 500 Calf Bolus

oxytetracycline HC!

500 mg

NADA 141-002, Approved by FDA
Net Contents: 25 Boluses
Veterinary Use Only

welght every 12 hours, or adminisiration al the recommanded
Jevel for more than four consecutive days, may result in antibiotic
tesidues beyond the withdrawal time.

Osgantsms may vacy in theis degies of susceptibitty 1o any
chemotherapy. if no improvement Is cbserved aftes recom-
manded tiealment, diagnosls and susceptibiity shouid be re-
examined.

Rasely do side reactians or aNergic manifestations occur In caives
Usated with Oxy 500 Call Bolus. If any unusual rsactions are
fnoted, usa of the diug I and call 3
Vetscinaitan.
Since bacteriosiatic drugs may intarfers with the baciesicidal
acthon of peniciBin, R Is advisable 10 avoid giving Oxy 500 Caif
Bolus in conjunction with paniciliia.
Refor 10 package Insert fex camplete dhaciions.

Storags: Store at Room Temperatuce 15°-30°C

59°-86°F

Each bolus containe 500 mg oxytetfacyciing hydrochiorids.
For Use in Animals Only

For use In beef and dalry caives. A broad-spectrum antiblotic.
Resuictad Drug (Caifornia) - Lise Only as Diraciad
Bostwingar Ingelnaim Vetmedica, Inc.

St Jasaph, MO 64506 U.S.A.

6834011-00-9807

Code 683411

TAXE TIE

OBSERYE LABEL

7\ Boehringer
"I Ingelheim DIRECTIONS

I
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12313
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Description: Oxy 1000 Caif Bolus Is an oral formulation contain-
Ing oxytatracychine. 3 broad-spectrum antiblotic that possesses
a high order of stabifity and potent antimicroblal activity, for usa
1n baaf apd dairy calves,

Indications; Oxy 1000 Calf Bolus is recommended for oral
administzation for the control and eatmant of the following
diseases of beef and dairy calves caused by organisms sensl-
tive 10 oxyretracycline: bacterial anteritis caused by Sok ik

Pracauh £ the dosage level of one
bolus {1000 mg oxytetracycline hydrochloride) per 200 Ib body
waight every 12 hours, of administration & the recommended
{aval for more than fow consecutive days, may result in antibi-
otk residues beyond the withdrawal time,

Organisms may vary in thelr degras of susceptibllity to any
chemotheragy. If no Improvement s observed aftec recom-

and € hio col bacterial
pneumonia (shipping fevar complax, pasteureliosis) caused by
Pasteurello muktocido.

Dosags Levels: For the conlral of bactasial snteritis and bacterial
preumonta in beel and dalry calves: administer orally half 2
bolus (500 mg oxytetracycline hydrochioride) per 200 1b of body
weight every 12 hours (S mg/ib body welght In divided doses) for
up te lour consacutive days.

For the traatmaent of bactertal enteritls and bactesial pneumonia
n beef and dalry calves: adminlster orally one bolus (1000 mg
oxytetracycline hydrochloride) per 200 Ib of body weight every
12 haurs (10 mg/th bady welght in diviied doses) Sor up o fow
consecutive days.

Dosage should continue untii the animal returns 1o normal and
for 24 10 48 houwrs after sympioms have subsidad. Trealment
shoudd not exceed fouw consecutive days.

mended dhagnosls and should be 1e-
sxamined.

Raraly do side reactions of alerghc manHestations occur In
calvas traated with Oxy 1000 Calf Solus. If any uausual reac-
tions are noted, k use of tha drug and
calt a vetarinarian,

Slnce bacteriostatic drugs may interfars with the bactericidal
action of peniciliin, it Is advisable 10 avold giving Oxy 1000 Calt
Balus In conjunction with penidiin.

Refor to package insert for complete directions.
Storage: Store at Room .Tunpuitnlt 15°-30°C

159°-86°F)

Each bolus contains 1000 mg oxytetracyciine hydrochloride.
For Use ln Animals Only

For usa In beet and dalry calves. A broad-spectrum antiblotic.

Warning: Thers is no pre-slaughter with ! perk d Drug (California) - Uss Only as Disected
- datih dosage level. Not for
use bn lactasing dalry cattle. A withdraveal period has :“"L e g diea Inc.
b llehad foethi ! . Joseph, MO 64506
caives. Do notuss in :dv::'ln be processed fof veal. 683603L-00-9807 TAIE T
Code 683621 @

Boehringer
IV Ingelheim

OBSERVE LABEL
OIMECTIONS

Oxy 1000 Calf Bolus
oxytetracycline HCI

1000 mg

NADA 141-002, Appraved by FDA
Net Contents: 50 Boluses
Veterinary Use Only
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ouytetracychine, a broad- spectrwen atiblotic that poxsesses 3
high order of stabitity and potent antimicrobial activity, for use In
Deef and dairy catves.
Indications: Oxy 500 Cali Bolus is tecommended for oral
dministiation for the control and ireatment of the following
diseases of beaf and daity caives Caused by organisms sensiiive
0 oxytetaacycline: bacterial enteritis caused by Salmonefia
ad colf is); bacieriat
{shipping feves complex. caused by
Pasteuselio mukocida.
Dosage Laveis: Foc the contral of bactertal enteritis and bactertal
in beef and dalry caives: odally halt 3 bolus
(250 mg oxyteiracychne lydrochioride) per 100 1b of body weight
every 12 hous (5 mg/lb body weighk in divided dases) for up to
fout consecutive days.
For the trestment of hactertal ereriels and bacterial pnesmonta
1 beef ang dairy caives: administer arally one bolus (500 mg
oxytetracychine hydrachiaride) par 100 10 of body weight every
12 houts (10 mg/b body weight in divided dases) for up to fous
consecutive days.
Oasage should continue untll the animal (etwins 5o normal and
for 24 10 48 hawrs after symptoms have subsided. Treatment
should not exceed four consecutive days.
Warning: Thate i3 na pre-stauginer withdrawal peclod
when usad at the racommanded dosage level. Not for
usen lactating dairy cattie. A withdtawal petiod has not
been ssablished for this product in pre-ruminating
calves, Donnluummuuhnpwuud for veal.
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Boshringer
St Josaph, MO 54306 11S.A,
Y 6434011-00-5007
Code 683411
dosageievel of one Boehringer
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welght every 12 hours, or admindsyation af the recommended
levet fot more than fowr consecutive days, may result In antithotic
Tesidues beyond the withdrawal time.
Qrganisavs may vary in their degree of suscaptibiity to any
chemotherapy. if no improvement is observed after recom-
manded tyeatment, diagnosis and suscepubility should be re-
examined.
Racely do side reactions or allergic manietations ocous in caives
ueated with Oxy 500 Ca¥f Bolus. If any unusual reactions are
noted, : use of the deug. and calta
vetorinacian.
Since baceriostatic drugs may Interfere with tha bactancidal
action of penicilin, i is advizable (0 avold giving Oxy 500 Catt
Bolus in conjuncion with peniciitin.
Refet 10 package insert for complete directions,

Storage: Store at Room Temperature 15°-30°C

Oxy 500 Calf Bolus

oxytetracycline HC!

500 mg

NADA 141-002, Approved by FDA
Net Contents: 25 Boluses
Veterinary Use Only

(59"-86°F)

Each bolus contatns 500 mg axytesracyciine hydrochioride.

For Use In Ankmals Only

For use In beef and dalry caives. A troad-spectium antiblatic.

Restzicted Drug (California) - Use Only as Directed
Ingelhelm Vetmadica, Inc.
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Dwscription: Oncy 500 Cait Rolus Is an oral formuiation contabning
oKytetracyciine, a broad-spectrum antibiotic that possesses 3
high order of stability and potent artimicroblal activity, for use in
beef and dalery calves.
Indicatons: Oxy 500 Caif Bolus I+ reconwnended: for orat
administration for the control and tseatment of the following
diseases of beef and dairy caives caused by organisms sensitive
10 oxytetracychine: bacteriat enteritix caused by Saimonelo

i and <ol bacterial
preumonia (shipping lever complex, pasteureiosis) caused by
Pastaurelie mukocido,
Dosage Lavals: For the control of bacterial entesitis and bacterial
preumonia in beef and dairy calves: administer oratly haif a bolus
(250 mg oxytetracychine ydrochioride) per 100 1 of body welght
#vary 12 hours (S mg/Ib body weight in divided dores) for up to
fous consecutive days.
Fot the reotment of bacterial enteritis and bacterial preumonia
in beef and dairy calves: administes oraily one bolus (SO0 mg.
axytetracycline hydrochioride) par 100 Ib of bady weight every
12 hours (10 myg/l body weight In divided doses) for up to four
consecutive days.
Dosage should continue until tve animal returns to normal and
Por 24 10 48 hOWrs after symploms have subsided. Trestment
should not axcesd four consecutive days.

Warning: 13

wsad 3l the iecommaended dosage ievel Not for use in iac-

A

Nshed for this product in pre-ruminating calves. Do not
use n catves 1o be processad for veal,

Exceeding the dpzage level of one

Dotus {500 mg oxytetracychine hydrochioridel per 100 &b body

Oxy 500 Calf Bolus

oxytetracycline HCI
500 mg

NADA 141-002, Approved by FDA
Net Contents: 100 Boluses
Veterinary Use Only

‘weight every §Z hours, o advrinistration at the fecommended
Javel for more than four consecutive days, may resultl in antblotic
fesidues beyond the withdrawel time.

Organiums may vary in their degree of susceptbiftty to any
chemothesapy. If no improvement is cbearved aRer racom-
mended reatment, dagnoshs and suscaptbitity should be e
examined.

Rarely do side reactions of alkergic manifestations occul in calves
treated with Oxy SO0 Ca¥f Bolus. If 3y unusuai reactions are
noted, discontinue use of the drug imumedately and call 2
vetsrinarian

Since drugs may the i
action of penicilin, it Is advisable 10 avold giving Ony 500 Caif
Bolus n conjunction with penicilin,

Rafer to package tnsert for complute divections.
Recommended Storage: Store at Room Tempenature 15°-30°C
(59"-06°),

Each baius containg 500 mg oxytstracyciine hydeachloride.
For Use in Animals Orly

For use in beef and dalry caives. A broad-spectrum antibiotic.
Restricted Drug (Caltfornia) - Use Ondy 23 Diracted

Ingeiveim Vetmedica, inc.
52 Josaph, MO 64506 U.SA.
Code 583431 @
5\ Boehringer
I" Ingelheim g

6

68343
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NADA 141-002, Approved by FDA

Oxy 500 Calf Bolus

oxytetracycline hydrochioride
A Broad-Spectrum Antibiotic
For Use In Beef and Dairy Calves

Read entire package Insert carefully
before using this product,

Each bolus contains 500 mg oxy-
tetracycline hydrochloride.

General Information

Oxy 500 Calf Bolus is an oral formu-
lation containing oxytetracycline, a
broad-spectrum antibiotic that pos-
sesses a high order of stability and
potent antimicrobial activity, for use
in beef and dairy calves.

Warning

There is no pre-slaughter with-
drawal period when used at the
recommended dosage level. Not
for use in lactating dalry cattle.
A withdrawal period has not
been established for this prod-
uctinpre-ruminatingcalves. Do
notusein calves to be processed
for veal.

Precautions

Exceeding the recommended
dosage level of one bolus (500 mg
oxytetracycline hydrochloride) per

1AN Ik hadisasatabla cim et

Dosage should continue until the
animal returns to normal and for

24 to 48 hours after symptoms have
subsided. Treatment should not
exceed four consecutive days.

Care of Sick Animals

The use of antibiotics in the man-
agement of disease is based on an
accurate diagnosis and an adequate
course of treatment, When properly
used in the treatment of disease
caused by oxytetracycline suscepti-
ble organisms, most animais treated
with Oxy 500 Calf Bolus show a
noticeable improvement within

24 to 48 hours. It is recommended
that the diagnosis and treatment of
animal diseases be carried out by a
veterinarlan. Since many diseases
look alike but require different types
of treatment, the use of professional
veterinary and laboratory services
can reduce treatment time, costs
and needless fosses. Good housing,
sanitation and nutrition are impor-
tant in the maintenance of healthy
animals and are essential in the
treatment of disease.

Package Information

Oxy 500 Calf Bolus is available in
25, 50 and 100 bolus containers.
The potency is 500 mg of oxytetra-
cycline hydrochloride per bolus.

For Use in Animals Only

Restricted Drug (California) - Use
Only as Directed

Recommended Storage: Store at
Room Temperature 15°-30°C
(59°-86°F).

683403L-00-9807



mended level for more than four
consecutive days, may resuitin
antibiotic residues beyond the with-
drawal time.

Organisms may vary in their degree
of susceptibility to any chemother-
apy. If no improvement is observed
after recommended treatment,
diagnosis and susceptibility should
be re-examined.

Rarely do side reactions or allergic
manifestations occur in calves
treated with Oxy 500 Calf Bolus, If
any unusual reactions are noted,
discontinue use of the drug imme-
diately and call a veterinarian.

Since bacteriostatic drugs may
interfere with the bactericidal action
of penicillin, itis advisable to avoid
glving Oxy 500 Calf Bolus in con-
junction with penichlin,

Indications

Oxy 500 Calf Bolus is recommended
for oral administration for the con-
trof and treatment of the following
diseases of beef and dairy calves
caused by organisms sensitive to
oxytetracycline: bacterial enteritis
caused by Salmonella typhimurium
and Escherichia colf (colibacillosis);
bacterial pneumonia (shipping fever
complex, pasteurellosis) caused by
Pasteurella multocida.

Dosage Levels

For the control of bacterial enteritis
and bacterial pneumonia in beef
and dairy calves: administer orally
half a bolus {250 mg oxytetracycline
hydrochioride) per 100 Ib of body
weight every 12 hours (5 mg/lb body
weight in divided doses) for up to
four consecutive days.

For the treatment of bacterial
enteritis and bacterial pneumonia in
beef and dairy calves: administer
orally one bolus (500 mg oxytetracy-
cline hydrochloride) per 100 Ib of
body weight every 12 hours

(10 mg/Ib body weight in divided
doses) for up to four consecutive
days.
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Dascription: Oxy 1000 Caff Bolus s an ora formutation contain-
Ing oxytetracychne, a broad-spectrum antiblotic that possesses
2 high order of suabliity and:patent antimicrablal activity, for uss
in buaf and dalry calves.

Indications: Oxy 1000 Caif Bolus s recommended for oral
administzation for the comirol and Wreatmant of the foliowing

AR 32087 e ————————————————————————

F the d dosage leved of one
bolus (1000 mg oxytetracyctine hydrochioride) per 200 b body
weight evary 12 hours, of adminlstration at the recaomaunded
levet far more than four consecutive days, Mmay result in antlbl.
otlc rasidues beyond the withdrawal time.

Orgardsms may vary i their degres of susceptibility to any
hemoth I

diseases of beefl and dairy caives caused by i sansi- ne 1s observed after recom-

tive to axytatracychine: bacterial enteritis caused by mended dhagnosls and should ba re-
and Esch col bactarial examined.

prsumonia {shipping fever complex, pasteureiosts) caused by " N

Posteurefla multacida. Racaty do o akergic occur n

Dosage Lavels: For the control of bacterial enteritls and bacteriat
prisumonia in beaf and dalry calves: administer orally half a
bolus (500 mg oxytetracycline hydrochloride) per 200 Ib of body
welght every 12 hours {5 mp/tb body weight In divided doses) for
up Lo {out consecutive days.

For tha treatmant of bacterial enterkis and bacterial pneumonia
In besf and dairy calves: administer orally one bl {1000 mg
oxytetracycling hydrochioride) per 200 Ib of body welght every
12 hours (10 mg/ib body weight in divided doses) for up to four
consecanive days.

Dosage should continus until the animal retwns to normal and
for 24 to &8l hours after sympioms have subsided. Treastment
should not exceed four consecurive days.

calves truated with Oxy 000 Calf Bolus. If any unuisual reac-
tons are noted, discartinus use of the drug immediately and
call a vetarinarian,

Since bacteriostatic drugs may interfere with the bactericidal
action of penicillin, it Is advisabie to avaid ghing Oxy 1000 Catt
Bolus in conjunction with peniciiin.

Refer to package insert for complets directions.

Racommended Starage: Stoce at lluom‘hmwnu« 15°-30°C
{59°-86°F)

Each bolux contains 1000 mg axyseteacycline hydrochloride.
For Usa in Anlmats Only
For use in beet and daky caives. A broad-spectrum antiblotic,

Oxy 1000 Calf Bolus

oxytetracycline HCI

1000 mg

NADA 141-002, Approved by FDA
Net Contents: 50 Boluses

Warning: There 1100 pre-staugh R d Orug (Calfortal ~ Usa Only a3 Direcred
h datthe dosage level. Not for
usaintacuming dakry cate. A withdrawal period has e o e .
catves. Do not use In catves 10 be processed for veat. 683603L-00-9807 TAKE TIME
Code 68362!
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Dwsaription: Cxy 1000 Calf Bolus ks an oral formulation contain-
ng orytetracyciine, a brosd-spectrum antiblotic that possessas 3
high order of stabiitty and potent antdavicroblal activity, for usa in
besf and dairy catves.
Indicadons: Oxy 1000 Calf Bolus i recommended for ofal
admintsiration for the control and reatmant of the foNowing
diseasas of beef and dairy Calves caused by organisms sensitive
10 oxytelracychne: bacterial enteviRls caused by Saimonello
and bactarial
pnsumonia (shipping fever complex, pasteur etiosis) caused by
Pusteurelia mukocide.
Dosage Levels: For the comrol of bactestal emorith and bactedal
pneumania i beef and dairy caives: adminster oradly haf 3 bolus
{500 mg oxytetracyciing hydiochioride) per 200 i of body weight
avery 12 hours (5 mg/b-body weight in divided dosas) for wp 1o
four consecuiive days.
For tht Heatment of bacterdal sntertls 4l bactertal peumants
in beef and dairy calves: administer orally one bolus (1000 mg
Por 200 1b of body weight every
12 hours (10 Mg/ body weight In divided doses) 10 up 10 fous
consecutive days.
Datage shovid cactinie wraal the amal coturns Lo normal snd
for 24 10 A8 houts aher Symptoms have subsided. Trastmaent
shouid not exceed lour consecutive days. .

saogh
used at the recommended dosage level. Not for use in fac-

Nshad for this product i Do nol wie
10 calves to ba processed for veal
Exceeding the dosage level of one.

bolus (1000 mg oxytetsacyciing hydrechioride) pac 200 th body

Oxy 1000 Calf Bolus

oxytetracycline HCI

1000 mg

NADA 141-002, Approved by FDA
Net Contents: 25 Boluses

Veterinary Use Only

‘welght every 12 howrs, or adminisiration al the recommended
faval 101 Ioss than fous Consacutive days, may result in antiblotic
tesidues bayond the withdsawat Lime.

Organisans may vasy In thek degroe of suscaptibility to any
chemotherapy. i no improvement b observed aftas recom-
mended Lisatment, Kagnoils and susceplibifity should be re-
axamined.

Rasoly 60 side reactions or allagic manifestationt occut n caves
traztad with Oxy 1000 Ca¥f Bolus. H any unusual (eactions are
notad, discontinue use of the drug immediatety and call 2
waterinarian.

Sloce bacteriostatic drugs may kterfars with the bactanicidat
action of penicilin, it Is advisable 190 avold giving Oxy 1000 Catl
Bolus i conjunction with peniciiin.

Rater 10 package insert for complete divections.
Reconwnended Storage: Stave st Room Tempetatue 15%30°C
(59"-86°F)

Each botes containg 1000 mg axytetracyciine hydeochiorids.
Fou Use in Animals Only

Fot ust I beal and dairy calves. A broad-spectium antiblatic.
Restricted Drug (Caiifornia) - Use Only as Divected

BSoshringer Ingelheimn Yatmedica, lnc.
St Joseph, MO 64306 US.A.
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Description: Oxy 1000 Caif Balus ts an oral i Y a d
that possesses a high order of stability and potent antimlcroblal activity, for use in beef and dairy calves.

Indications: Oxy 1000 Calf Bolus is for oral for the control and treatment of the
following dissases of beef and dakry calves {1 sensitive to Y bactsrial entert-
s caused by Soi i and £ colf bacterial

fever complex, p. caused by F

Dosage Levels: For the control of bacterial snterits and bacterial pneumonta in beef and dairy calves: administer
orally half a bous (500 mg axytelracycling hydvochioride) par 200 ib of body weight every 12 hours (S mg/ib
body weight in divided doses) for up to lour consecutive days.

For the treatment of bacterial enteritls and bactertal preumonta in beef and dairy catvas: administer oraily one
balus (1000 mg oxytetracychng hydrochlorde) per 200 b of body weight every 12 hours (10 mg/ib body waight
in divided doses) for up to fous consacutive days.

Dosage shoutd continue unth the animai retums $0 normal and for 24 10 &8 hours after symptoms have sub-
sided. Treatment should not axceed four consecutive days.

Warning: Thers is no pre-slaughter P used atthe dosage level. Not ‘

for use In lactating dairy Cattie. A withdrawal period has not been established for this product in pre-
fuminating caives. Do not use in caives to be procsssed for veal.

F [3 '] dosage Jevel of ane bolus (1000 mg oxytetracyckne hydrochlorida) per

200 Ib body weight every 12 howrs, or atthe fevet for more than four consecutive

days, may result in antiblotic residues beyond the withdeawal time.

Organtsms may vary in their degres.of ity 10 any chy 1 no imp s abserved after
and should b :

Mwumm;wwmﬁmuuummumwmmmmo:mmc;nm‘|1my
unusual raactions are noted, discontinue uss of the drug immadiataly and call a veterinarian.

Since bacteriostatic drugs may imterfers with the action of penicillin, it is 10 avold giving
Oxy 1000 Caif Bolus In conjunction with panicistin,

Refer 10 package insert for complate directions.

Racommended Storage: Store 3t Room Tamperatise 15°-30°C (59°-86°F).
Each bolus contalns 5000 mg oxytetracycine hydrochioride.

For Usa In Animals Only

For use in Deel and dairy calves. A broad-spectrum antibiotic.,

Restricted Drug (Caitfornla) - Usa Onty as Directed

Boshringer Ingeiheim Vetmedica, Inc.

St. Joseph, MO 64506 U.SA.

6836051-00-9807

Code 683631

Boehringer
il Ingelheim ©

Oxy 1000 Calf Bolus

oxytetracycline HCI

1000 mg

NADA 141-002, Approved by FDA
Net Contents: 100 Boluses

Veterinary Use Only
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NADA 141-002, Approved by FDA

Oxy 1000 Calf Bolus
oxytetracycline hydrochloride

A Broad-Spectrum Antibiotic

For Use In Beef and Dairy Calves

Read entire package insert carefully before using this
product.

Each bolus contains 1000 mg oxytetracycline
hydrochioride.

General Information

Oxy 1000 Calf Bolus is an oral formulation containing
oxytetracycline, a broad-spectrum antiblotic that
possesses a high order of stability and potent antimi-
crobial activity, for use in beef and dairy calves.

Warning

There Is no pre-slaughter withdrawal period
when used at the recommended dosage level.
Not for use in lactating dairy cattle. A with-
drawal period hasnot been established forthis
product in pre-ruminating calves. Do not use
in calves to be processed for veal.

Precautions

Exceeding the recommended dosage level of one
bolus (1000 mg oxytetracycline hydrochloride) per
200 b body weight every 12 hours, or administration
at the recommended level for more than four consec-
utive days, may result in antibiotic residues beyond
the withdrawal time.

Qrganisms may vary in their degree of susceptibility
to any chemotherapy. If no improvement is observed
after recommended treatment, diagnosis and sus-

ment of disease caused by oxytetracycline suscepti-
ble organisms, most animals treated with Oxy 1000
Caif Bolus show a noticeable improvement within

24 to 48 hours. it is recommended that the diagnosis
and treatment of animal diseases be carried out by a
veterinarian, Since many diseases look altke but
require different types of treatment, the use of pro-
fessional veterinary and laboratory services can
reduce treatment time, costs and needless losses.
Good housing, sanitation and nutrition are important
in the maintenance of heaithy animals and are essen-
tial in the treatment of disease.

Package Information

Oxy 1000 Calf Bolus is avallable in 25, 50 and 100
bolus containers. The potency Is 1000 mg of oxytetra-
cycline hydrochloride per bolus.

For Use in Animais Only
Restricted Drug (California) - Use Only as Directed

Recommended Storage: Store at Room Temperature
15%-30°C (59°-86°F).

683603L-00-9807
Code 683621

ceptibility should be re-examined.
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aation ergicmanifestations
occur in calves treated with Oxy 1000 Calf Bolus. If
any unusual reactions are noted, discontinue use of
the drug immediately and call a veterinarian,

Since bacteriostatic drugs may interfere with the bac-
tericidal action of pentcillin, it is advisable to avoid
giving Oxy 1000 Calf Bolus in conjunction with peni-
cillin.

Indications

Oxy 1000 Calf Bolus is recommended for oral admin-
istration for the control and treatment of the follow-
ing diseases of beef and dairy calves caused by
organisms sensitive to oxytetracycline: bacterial
enteritis caused by Salmonella typhimurium and
Escherichio coli (colibacifiosis); bacterial pneumonta
(shipping fever complex, pasteureliosis) caused by
Pasteurella multocida.

Dosage Levels

For the control of bacterial enteritis and bacterial
pneumonia in beef and dairy calves: administer orally
half a bolus (500 mg oxytetracycline hydrochloride)
per 200 1b of body weight every 12 hours (5 mg/lb
body weight in divided doses) for up to four consecu-
tive days.

For the treatment of bacterial enteritis and bacterial
pneumonia In beef and dairy calves: administer orally
one bolus {1000 mg oxytetracycline hydrochloride)
per 200 Ib of body weight every 12 hours (10 mg/lb
body weight in divided doses) for up to four consecu-
tive days.

Dosage should continue until the animal returns to
normal and for 24 to 48 hours after symptoms have
subsided. Treatment should not exceed four consecu-
tive days.

Care of Sick Animals

The use of antiblotics in the management of disease
is based on an accurate diagnosis and an adequate
course of treatment. When properly used In the treat-

"

M



